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At your request, I have read vour review of a developmental toxicity study

in Sprague Dawley rats:

acid

"Study of tne prenatal, perinatal, and postnatal toxicity of 2-Iodobenzoic
anilicde in rats"

Testing racility: BASF, Gemmany
Report date: 12/15/776
Authors: Hofmann, H. T. and Peh. J.

Generally, I concur with the approach taken 1n your review, ‘lhe tfollowing

additional points are noted:

1. Benefit™ is a 50% wettable powder formuiation of Benodanil. Benodanil
is reterred to variously as 2-iodobenzanilide, Z-Iudobenzoic acid anilide,
and Z—-lodo-N-phenylbenzamide. Your review indicates the test material is
Technical yet it is also referred to as bBenefit which as noted is a 5U%
formulation. 'This requires correction/clarification in your review.

Z. The recommendations section of the memo should indicate that the preferred
route of exposure in a repeat study should be gavage unless adequate rationale
is provided by the registrant.

Hat

3. The registrant should be informed,¥in the repeat study, dosing must
begin after implantation has been completed. Since the high dose utilized
must induce maternal toxicity, dosing prior to implantation could jeopardize
the utility of the repeat study.
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4. Your review does not speclty unique methodology for skeletal examination
of pups in this study. Lt should reflect aili examlnation procedures clearly.
were X~ray data provided?

5. Some of the data provided are remarkably similar across test groups.
The reviewer may wish to consider reguesting raw data which supports the
submitted study report findings.

I hope you find the above camments useful in the assessment of this study.

T. rarper
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